
Regulations & Guidance for VHA Human Research

Ethical Considerations:

Payment to Subjects
VHA Handbook 1200.5 (Par. 12) 

R&D Functions, Organization, Policy
38 CFR 16.112 (Review by Institution)
VHA Directives:

1200 (VHA R&D)
1201 (Overview of VHA Research Programs)

VHA Handbooks:
1200.2 (Research Business Operations)
1200.3 (Positions GS-14 & Above)
1200.5 (Protection of Human Subjects)
1200.8 (Safety of Personnel in Research)
1200.9 (Women and Minorities in Research)
1200.15 (Eligibility- VA Research Support)
1200.16 (Off-Site Research)
1200.17 (Authorized Research &  Education)
1200.18 (Intellectual Property)
1200.19 (Presentation of Research Results)
1201.2 (Associate Investigator Program)
2001-071 (Rehab R&D DSMB) 
2003-065 (Accreditation of HRPP)

Recruitment Methods
OHRP IRB Guidebook Chapter 4

Research Related Injury
VHA Handbook 1200.5 (App. C)
38 CFR 17.85

Risk Benefit Evaluation
OHRP IRB Guidebook Chapters 3 & 4
FDA Guidance (search “study design”)
21 CFR Part 56.109

Subject Selection
OHRP IRB Guidebook Chapter 3C

Tissue Banking
VHA Directive 2000-043
Clarification 3-28-01

Vulnerable Subjects
VHA Handbook 1200.5 (App. D)
VHA Handbook 1200.9 (Women & Minorities) 
VHA Directive 2001-028 (Children)
OHRP IRB Guidebook Chapter 6

Expedited Review
VHA Handbook 1200.5 (Par. 9 & App. B)
38 CFR 16.110

Good Clinical Practice
Guidance for Industry E-6
FDA Guidance

HIPAA and  Privacy/Confidentiality
VHA Handbook 1200.5 (Par. 13 and App. E-1) 
VHA Handbook 1605.1
VHA Handbook 1605.2
21 CFR 11 (Electronic Records and Signatures)
45 CFR Parts 160 and 164
CMS (HIPAA Administrative Simplification)
VA Memo (HIPAA Compliance)
VA Website (HIPAA for VA Research) 
VA Website (HIIPAA-Top 10 Things to Know)

Investigational Devices and Drugs
VHA Handbook 1200.5 (Par. 15 Devices)
VHA Handbook 1200.5 (Par. 14 Drugs)
VA Manual M-2, Part 7, Chapter 6
21 CFR 312 (Inv. New Drug Application)
21 CFR 812 (Inv. Device Exemptions)
21 CFR 314 (Marketing New Drug)
21 CFR 54 (Financial Disclosure)
21 CFR 814 (Premarket Approval)

Investigator Responsibilities
VHA Handbook 1200.5 (Par. 10)
VHA Handbook 1200.5 (Par. 13)
21 CFR 312.62

IRB
VHA Handbook 1200.5 (Par. 6 Composition)
VHA Handbook 1200.5 (Par. 7 Responsibilities)
38 CFR 16.107 (Membership) 
38 CFR 16.108 (Functions and Operations)
38 CFR 16.109 (Review of Research)
38 CFR 16.111 (Criteria for IRB Approval

of Research)
38 CFR 16.113 (Suspension or Termination

of IRB Approval of Research)
38 CFR 16.115 (IRB Records)
21 CFR 56 
M-3, Part 1, Ch 3.01e1A (Membership)
FDA IRB Guidance
IRB Registration (OHRP) 
OHRP IRB Guidebook

Memoranda of Understanding (MOU)
Information Sheet
Template 1; Template 2 

Non Veteran Participants
VHA Handbook 1200.5 (Par. 16)
38 CFR 17.45 and 17.92

The VA adheres to the following regulations:

▪ The Common Rule – codified at Title 38
Code of Federal Regulations Part 16

▪ FDA Regulations 21CFR Parts 11, 50,
54, 56, 312, 314, 812, and 814

▪ Title 38 CFR 17.85

▪ M-3 VA Manual, Part 1, Chapter 3
(Functions) 

▪ M-2 VA Manual, M-2 Part 7, Chapter 6
(Investigational Drugs)

▪ VHA Handbook 1200.13 Conflict of
Interest in Research (in draft)

▪ VHA Handbook 1200.5 Protection of
Human Subjects  

Below is a list of regulations and guidance 
for VHA Human Research, sorted by topic 
and hyperlinked to the internet.

Assurance
VHA Handbook 1200.5 (Par. 3b & 5a)
38 CFR 16.103
Registration Form (ORO)
Instructions for Filing Assurances (ORO)
Additional Pages Required For VHA

Facilities
Registration Instructions (OHRP)
OHRP IRB Guidebook Chapter 2

Conflict of Interest
VHA Handbook 1200.5 Par. 6g and 7a9
VHA Handbook 1200.13 (Draft - Conflict of 

Interest in Research)
21 CFR 54 (Financial Disclosure)
HHS Guidance

Consent
VHA Handbook 1200.5 (App. C)
VHA Handbook 1200.5 (Par. 11)
38 CFR 16.116 and 117
21 CFR 50
ORHP Tips on Informed Consent
OPRR Memo (Non-English Speaking)
OPRR Report (Legally Effective Consent)
FDA Information Sheet

Continuing Review
VHA Handbook 1200.5 (7g)
38 CFR 16.116
38 CFR 16.103
21 CFR 50.25
OHRP IRB Guidebook (Chapter 3h)

Cooperative Research
CSP Guidelines
38 CFR 16.114

Exempt Research 
VHA Handbook 1200.5 (Par. 8 & App. A)
38 CFR 16.101(B)
OPRR Report Number 95-02 (May 5, 1995)
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http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www.access.gpo.gov/nara/cfr/waisidx_02/38cfr16_02.html
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=136
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=135
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=390
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=358
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=401
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=359
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=440
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=441
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=371
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=403
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=361
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=366
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=141
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=291
http://www.hhs.gov/ohrp/irb/irb_chapter4.htm
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www.access.gpo.gov/nara/cfr/waisidx_02/38cfr17_02.html
http://www.hhs.gov/ohrp/irb/irb_guidebook.htm
http://www.fda.gov/cder/guidance/index.htm
http://www.fda.gov/oc/ohrt/irbs/appendixc.html
http://www.hhs.gov/ohrp/irb/irb_chapter3.htm
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=89
http://www1.va.gov/resdev/fr/PRIDE/policies/clarificationvha2000-043.pdf
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=359
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=324
http://www.hhs.gov/ohrp/irb/irb_chapter6.htm
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www.access.gpo.gov/nara/cfr/waisidx_02/38cfr16_02.html
http://www.fda.gov/cder/guidance/959fnl.pdf
http://www.fda.gov/cder/guidance/index.htm
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=406
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=412
http://www.fda.gov/ora/compliance_ref/part11/
http://www.access.gpo.gov/nara/cfr/waisidx_02/45cfr160_02.html
http://www.access.gpo.gov/nara/cfr/waisidx_02/45cfr164_02.html
http://www.cms.hhs.gov/hipaa/hipaa2
http://www1.va.gov/resdev/fr/HIPAAMemo040403.doc
http://www.appc1.va.gov/resdev/fr/PRIDE/HIPPA-Privacy.cfm
http://www.appc1.va.gov/resdev/fr/PRIDE/TopTen-HIPPA.cfm
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=862
http://www.access.gpo.gov/nara/cfr/waisidx_02/21cfr312_02.html
http://www.access.gpo.gov/nara/cfr/waisidx_03/21cfr812_03.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=314
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=54
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=814
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?FR=312.62
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http://www.fda.gov/oc/ohrt/irbs/appendixc.html
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1056
http://www.fda.gov/oc/ohrt/irbs/default.htm
http://www.hhs.gov/ohrp/assurances/
http://www.hhs.gov/ohrp/irb/irb_preface.htm
http://www1.va.gov/oro/apps/compendium/Files/Info%20Sheet%20(5-7-01).htm
http://www1.va.gov/oro/apps/compendium/Files/MOU%201%20(Consolidation).htm
http://www1.va.gov/oro/apps/compendium/Files/MOU%202%20(Usage).htm
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www.access.gpo.gov/nara/cfr/waisidx_02/38cfr17_02.html
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=418
http://www.access.gpo.gov/nara/cfr/waisidx_02/38cfr16_02.html
http://www1.va.gov/oro/docs/2003_FWA_Format_for_Filing.doc
http://www1.va.gov/oro/page.cfm?pg=94
http://www1.va.gov/oro/apps/compendium/Files/VASUP.htm
http://www1.va.gov/oro/apps/compendium/Files/VASUP.htm
http://www.hhs.gov/ohrp/humansubjects/assurance/regirbi.htm
http://www.hhs.gov/ohrp/irb/irb_chapter2.htm
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http://www.vard.org/forms/coi.pdf
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